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DETAILED ACTION 

Applicant's amendment filed 10/03/2005 is acknowledged. Per applicant's 
amendment claims 15 and 87-105 are pending, claims 1-14 and 16-86 are cancelled. 
Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 100 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claim 100 recites the limitation occurring "after milling and before 
lyophilization". There is insufficient antecedent basis for this limitation in the 
claim since claim 99, from which claim 100 directly depends claims that the 
milling is of the lyophilized collagen sponge. The milling of a lyophilized 
collagen sponge can not occur before lyophilization. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 15, 87-97, 99, 101, 102 and 105 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Ueda et al (Journal of Controlled Release). 
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Ueda discloses a deliydrotliermally crosslinked collagen sponge which 
incorporates TGF pi (see pages 56 and 57, sections 2.2 and 2.3, respectively). Said 
sponge is made by dissolving atelocollagen in a HCI aqueous solution at a pH of 3 to 
give a final concentration of 1 .0 % weight. The solution is whipped, and then poured 
into plastic molds which are either a 6 mm diameter 3 mm deep mold, or a 7.5x1 1 cm^ 
and 2 mm deep mold. The molded samples are then frozen, and immediately after 
being frozen, are freeze-dried. After freeze-drying, Ueda discloses that the sponges are 
crosslinked in a vacuum (see pages 56-57, section 2.2). Furthermore, Ueda discloses 
that when the sponge is to be placed within an animal, it is to be sterilized with ethylene 
oxide gas (see page 57, section 2.4). Also, Ueda discloses that when the sponges 
which are for implantation in an animal are impregnated with a PBS solution that the 
sponge is repeatedly washed with double-distilled water (see page 57, section 2.5). 

Regarding claims 87-88 and 96-97, since applicant has provided an enabling 
disclosure of the invention, the features disclosed would inherently exist in a 
composition that was prepared using applicant's components and using applicant's 
method. Therefore, claims 87, 88, 96, and 97 are inherently taught in Ueda since Ueda 
anticipates the components and the method (see In re Spada, 91 1 F.2d 705, 709, 15 
USPQ2d 1655, 1658 (Fed. Cir. 1990)). 

Regarding claims 99 and 101 , applicant has failed to identify the criticality of the 
milling and sieving steps, particularly in light of claim 15 part (b) claiming that the 
components are in "a shape desired for end use". It is unclear how further milling and 
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sieving between steps (d) and (e), as claimed in claims 99 and 101, would materially 
have any affect the product as claimed in claim 15. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 
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Claim 98 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ueda et al (Journal of Controlled Release). 

The teachings of Ueda are set forth above under the section discussing 35 
U.S.C. 102(b). 

Ueda fails to directly envisage that progressively higher levels of water are 
employed from one wash to the next. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use whatever levels of water were necessary in the repeated 
washings disclosed in Ueda. One would have been motivated to do so to ensure the 
removal of the non-reacted residual reagents left on the sponge. There would be a 
reasonable expectation of success since higher volumes of water would allow for more 
rinsing to take place, which would provide more opportunity for the non-reacted residual 
reagents to either dissolve off of or mechanically removed from the collagen sponge. 

Claim 103 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ueda et al (Journal of Controlled Release) as applied to claim 15 above, and 
further in view of Silver et al (U.S. Patent number 4,925,924). 

The teachings of Ueda are set forth above under the section discussing 35 
U.S.C. 102(b). 

Ueda fails to directly disclose that the freezing involves the use of liquid nitrogen. 

Silver teaches a collagen sponge that is frozen. Silver teaches conditions to 
achieve said freezing involve liquid nitrogen (see column 5, lines 47-62). One would 
have been motivated to do so with a reasonable expectation of success since Ueda and 
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Silver are botli teacliing collagen sponges that are freeze-dried, and Silver identifies 
that the use of liquid nitrogen in the freeze-drying process had been known in the art for 
more than a decade before the disclosure of Ueda. 

Claim 104 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ueda et a! (Journal of Controlled Release) as applied to claim 15 above, and 
further in view of Mueller et al (U.S. Patent number 5,039,414). 

The teachings of Ueda are set forth above under the section discussing 35 
U.S.C. 102(b). 

Ueda fails to directly disclose that the collagen sponge can comprise a 
microorganism. 

Mueller teaches a sponge manufactured from collagen that can be freeze-dried 
(see column 5, lines 49-55). Furthermore, Mueller teaches that the sponges can be 
used as a substrate for known biodegrading microorganisms to be grown (see column 
5, lines 18-20). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use the collagen sponge of Ueda as a substrate for the 
microorganisms of Mueller. One would have been motivated to add the microorganisms 
of Mueller to the sponge of Ueda to provide the ability for the sponge of Ueda to 
function as a contaminant absorber. There would be a reasonable expectation of 
success in the combination since Mueller teaches that the sponges can be freeze-dried 
collagen, and can function as a substrate for said biodegrading microorganisms (see 
column 5, lines 18-55). 
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Conclusion 

No claims are allowed. All claims are rejected. No claims are objected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TREVOR M. LOVE whose telephone number is 
(571)270-5259. The examiner can normally be reached on Monday-Thursday 7:30- 
5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila Landau can be reached on 571-272-0614. The fax phone number 
for the organization where this application or proceeding Is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications Is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

TL 

/Sharmila Gollamudi Landau/ 
Supervisory Patent Examiner, Art Unit 1611 



